REGISTRAR'S SUBMISSION PACKAGE

BOARD OF PHARMACY
18 VAC 110-20-10 et seq.

Analysis of Adopted Amendmentsto Regulation

1. Basisof Requlation:

Title 54.1, Chapter 24, Chapter 33, and Chapter 34 of the Code of Virginia provide
the basis for these regulations.

Chapter 24 establishes the generd powers and duties of hedth regulatory boards
including the power to edtablish qudifications for licensure and responghility to
promulgate regultions.

Chapter 33 establishes the Board of Pharmacy and authorizes the Board to regulate the
practice of pharmacy congstent with public health and safety.

Chapter 34 establishes the Drug Control Act and authorizes the Board to ensure the
safety of the drugs prescribed and administered in the Commonwedth.

2. Statement of Pur pose:

The purpose is to amend regulations pursuant to changes in the Code of Virginia made
in Chapters 470 and 490 of the 1998 Genera Assembly which required the Board to
promulgate regulations for continuation of pharmacy services and gppropriate transfer of
records in a pharmacy closing or acquisition and aso for the issuance of controlled substance
registration to entities which may need to stock quantities of scheduled drugs. The regulations
are adopted for the protection for the hedlth, safety and welfare of the public and for the
protection and integrity of prescription drugs consgstent with the Board' s statutory mandate in
Chapter 33 of Title 54.1 of the Code of Virginia.

3. Substance of Regulations;

18 VAC 110-20-10. Definitions.



The amended regulations would add definitions for “Acquigition” and “Pharmacy cosng” in
compliance with amendments to 88 54.1-3434 and 54.1-3434.01, which require the Board
to promulgate regulations providing for such definitions of those terms.

18 VAC 110-20-135. Change of hoursin an existing phar macy.

This section is added to comply with new language in 8§ 54.1-3434, which requires
notification to the Board of any change lasting more than one week and which aso requires
the Board to promulgate regulations to provide for exception to this prior notification. The
proposed exceptions for notification are an emergency beyond the control of the
pharmacist-in-charge and an expangon of the current pharmacy hours.

18 VAC 110-20-140. New pharmacies, acquisitions, and changes to existing
pharmacies.

The amendments add “acquisitions’ in the title and a provison requiring disclosure to eech
patient if prescription records are to be accessible for purposes other than the continuity of
sarvices or for the necessary transfer of the records to the new owner.

XVI. Controlled Substance Registration for other Personsor Entities.
18 VAC 110-20-690 et seg.

Pursuant to provisions of Chapter 490 of the 1998 Acts of the Assembly, the Board is
adding a new section to this chapter to dlow persons or entities that maintain or intend to
maintain a supply of Schedule 11 through VI controlled substances to obtain a controlled
ubstance regigration from the Board. In doing o, the Board is establishing regulations
“related to requirements or criteria for the issuance of such controlled substances
registration, storage, security, supervision, and recordkeeping.”

4. | ssues of the Regulations

|SSUE 1: Need for additional definitions.

Definitions of “acquisition” and “pharmacy closing” are required by statute (88 54.1-3434 and
54.1-3434.1). The Board determined the definition of an “acquistion” to be smilar to the
datutory definition of “change of ownership” in 8 54.1-3401. For a definition of a*pharmacy
cdosing”, the emphads is placed on any sStuation in which the pharmacy ceases or fails to
provide continuity of pharmacy services or falls to provide patient access to prescription
records for the purposes of such continuity.

Advantages and disadvantages



There are no disadvantages for the public which remains protected in their use of pharmacy
sarvices. Explicit definitions of “acquigion” and “pharmacy dosing” will help to protect the
public from transactions which effectively shut down access by the public to prescription
records and will also provide clear guidance as to requirements of law and regulation for entities
who are engaged in the acquidition of an existing pharmacy.

ISSUE 2: Rulesfor change of hoursof a phar macy.

Chapter 470 of the 1998 Generd Assembly amended § 54.1- 3434 to provide that a pharmacy
mugt ligt its hours of operation in the pharmacy permit application and required that they notify
the Board of any change in those hours lasting more than one week. It further required the
Board to promulgate rules for exceptions to the requirement for a 14-day notice prior to a
change.

In adopting a an amended regulation, the Board determined that there may be emergency
circumstances beyond the control of the pharmacist in charge and so specified that the owner is
responsible for notifying the Board as soon as he knows of the change and for disclosing the
emergency circumstance that prevented a 14-day notice to the Board and the public. The
proposed rule will also make an exception to the notification requirement for a pharmacy which
is expanding its current hours of operation. Current law requires a 14-day notice for a
pharmacy which is closng to adlow patients the opportunity to access and trandfer ther
prescriptions. The change in atute was a acknowledgement that an extended change in hours
without notice to the public could have the same detrimental effect on patient access as a
pharmecy closing.

In the development of this proposed amendment, the Board considered listing the circumstances
which may be beyond the control of the pharmacit, such asfire, flood, naturdl disaster, materia
destruction, eviction, bankruptcy, death or illness. Instead, the Board has adopted a more
generic requirement for the “emergency circumstance’ to determine when the pharmacy hours
must be changed without notice. Acknowledging that the pharmacist in charge may not have the
authority to make such a decision, the Board determined that the owner should be responsible
for immediate natification to the Board and for judtification for the change.

Advantages and disadvantages

The intent of this proposed regulation isto protect the consuming public from an abrupt
diminution or discontinuation of pharmacy hours which would interrupt patients ability to get
prescriptionsfilled in atimely manner or deny them access to their prescription records. The
advantage of the proposed regulation to the public is the implementation of the notice
requirement with the provision for an exception in case of emergency circumstances or for an
expangon of hours which is advantageous to the consumer.



There are no disadvantages to the public which is better protected from Stuationsin which
pharmacy services might be severdly curtailed. The pharmacy and its owner are protected by
the provison for an exception to the 14-day notice requirement in an emergency.

ISSUE 3: Requirementsfor accessibility of patient recordsin the acquisition of an
existing pharmacy.

Proposed regulations are intended to address the problems which occurred for patientsin the
disruption of pharmacy services when alarge number of pharmacies owned by one chain were
acquired by another. Amendments to the Code in § 54.1-3434.01 specify that prescription
dispensing records and other patient records shal be transferred to the new owner in amanner
to ensure the “ confidentiality, integrity, and security of the pharmacy’ s prescription digpensing
records’ and that there should be “continuity of pharmacy services at subgtantialy the same
leve asthat offered by the precious owner.”

Since the Codeis very specific about the transfer of patient records and the continuity of
prescription service to the patient, the regulations proposed by the Board specify that if the
records are to be accessible for any purpose other than for the continuity of services or the
necessary transfer of records to the new owner, the pharmacy acquiring the records must
disclose such information in writing to each patient 14 days prior to the acquistion.

Advantage or disadvantages

There are definite advantages to the public, which is better protected by requiring a pharmacy
acquiring precription records to disclose in writing if those records are going to be made

ble for any purpose other than continuity of services. In addition, any release of records
could only be made in accordance with requirementsin the Code for disclosure of patient
records which atempts to protect confidentiaity of patient records.

ISSUE 4: Requirementsnecessary in order to issue a controlled substance
registration to certain entities.

There are an increasing number of entities that need to maintain a stock of controlled substances
but in which there is no pharmacy on premises or no single practitioner who will assume totd
respongibility for the drugs under his registration with the Drug Enforcement Adminigiration.
Some examples of these settingsinclude: a) out- patient surgery centers where large quantities of
controlled substances are shared by a number of surgeons, anesthesiologists or nurse
anesthetigts with no in-house pharmacy or practitioner maintaining oversight; b) nursing homes
with amore acutdly ill population and a need for ready access to drugs for emergencies and first
doses; ¢) smdl hospitals which contract with an outside pharmacy for pharmacy services, and
d) more technicaly advanced EMS agencies with trained personnd and protocols calling for
rapid drug intervention to prevent mortdity and reduce morbidity.



The U. S. Drug Enforcement Administration (DEA) is requiring that these Sites be registered,
and these regulations will enable to Board to issue these entities a controlled substance
regidration which will in turn enable them to obtain a“mid-leve” DEA regidration. These“mid-
levd” entitieswill be registered with a respons ble person who has continuity on-site, but who is
under the generd supervison of apharmacist or amedicd practitioner with a DEA regidtration.

In promulgating regulations, the Board considered which of its regulations related to drug
storage, security and recordkeeping would be essentid for the maintenance of controlled
Substances at one of these “mid-levd” registrants. Entities such as EM S agencies may have a
high turnover of personnd with relatively basc levels of medicd training; there must be
safeguards againgt diversion or improper storage to protect the efficacy of the drug supply and
the public from illega use and abuse of prescription drugs.

There are an increasing number of entities with aneed for Schedule V1 drugs, some of which
aso have abuse potential. Without a controlled substance registration or an on-Ste pharmacy,
there is no authority for these entities to possess any controlled substances, including Schedule
VI, and no authority for amanufacturer or wholesale distributor to provide drugs to those Sites.
There have aso been requests from researchers who only need to work with Schedule VI drugs
but who were unable to order the drugs with a controlled substance registration. These
regulaions will permit the Board to issue a CSR to an entity that can meet the requirements for
safe storage and security from diversion.

Advantage and disadvantages

The intent of these regulations and of the * 98 legidation which was submitted by the Governor
was to enable certain entities to obtain a controlled substance registration which would alow
them to secure a DEA number asa“mid-leve” provider. In some out-patient surgery centers
or smdl hospitals, the practitioner whose DEA number is being used to order and stock the
drugsis only amember of the medical staff who is rotates onSite to do surgery or see patients.
To have the security and efficacy of those drugs under his DEA regigration places an
unnecessary burden and respongbility on that one practitioner. With these proposed
regulations, these entities will have the ability to transfer control of the drug supply to someone
on-dte under the generd supervison of amedica director. For asmal hospital without anin-
house pharmacy, these regulaions will enableit to get a DEA number and to order and have a
floor stock of drugs.

The Board is aware that some EM S agencies are having difficulty with the exchange box
program under which a hospita takes respongbility for stocking and refilling the box that
contains the drugs the agency needsin responding to emergencies. With these regulations, the
EMS agency would be able to obtain a CSR, be registered with the DEA, and order their own
drugs under genera supervison of amedical practitioner.



There are no disadvantages to the regulations, which clearly spell out the requirements for
supervision of controlled substance registrants, for storage and security and for record-keeping.
The regulations were developed in consultation with the advice of the

U. S. Drug Enforcement Adminigtration, the Office of Emergency Medicd Services, and
practitioners.

5. Estimated Fiscal | mpact of the Regulations

|. Fiscal Impact Prepared by the Agency:
Number of entities affected by thisregulation:

Licensed pharmacists 7750
Pharmacies 1593

There are gpproximately 7750 licensed pharmacists and 1593 licensed pharmacies which would
potentialy be involved in compliance with these regulaions. In fact, only a smdl percentage of
those pharmacies are closed or acquired each year, and that number is not predictable.

The number of entities, such as outpatient surgery centers, that will apply for a controlled
ubstance regigtration under new regulations in Pat XVI is not known. There are 730
emergency medicd services (EMS) agencies, including volunteer rescue squads.  In addition,
we estimate that there are at least 300-400 other types of entities, such as out-patient surgery
centers that could seek a controlled substance registration under these regulations. To date,
approximately 10 entities have applied for and been granted a CSR based on provisions of the
emergency regulations which are now being replaced.

Projected cost to the agency:

The agency will incur some costs (less than $3000) for mailings to the Public
Participation Guiddines Mailing Ligt, conducting a public hearing, and sending copies of find
regulations to regulated entities. However, every effort will be made to incorporate those into
anticipated mailings and board meetings aready scheduled.

Projected coststo the affected entities:

There would be no additional cods for compliance with these regulations for
pharmacies which are involved in a dosing or an acquigition. The intent of the amendments to
Chapter 34 of Title 54.1 of the Code of Virginia and these regulationsis to clearly specify the
requirements for a closing or acquisition for the continuity of services to petients in order to
prevent a Stuation in which a pharmacy owner might be the subject of a disciplinary proceeding
resulting in asubgtantia fine,



For those entities which may seek a controlled substance registration from the Board,
the annua cost would be $20.

Citizen input in development of regulation:

In the development of regulations, the Board made every effort to include citizen input
from those engaged in the practice of pharmacy in the communities, in hospitas or other
settings, from associations affiliated with the practice, and from businesses providing technology
for pharmacies and practitioners.  Consequently, the Board drafted regulations with a
congderation for any fiscd impact on licensees, especidly smdl businesses, and does not
anticipate a negative impact on the entities affected by regulation or on the public.

L ocalities affected:

There are no locdities affected by these regulations in the Commonwedth.
Il. Fiscal Impact Prepared by the Department of Planning and Budget: (Attached)
[11. Agency Response:

The Board does not agree with the estimated economic impact of the Department in which it is
dated that “the proposed regulaion also requires pharmacies to provide 14-day advance
notification to the Board and the public, of any change in operating hours lasting more than one
week.” The natification requirement is clearly and specifically statutory (8 54.1-3434),
not a requirement initiated by the proposed regulation.

The proposed regulation provides that notice shall be given to the public and to the Board in
accordance with 8§ 54.1-3434. The purpose of the regulation is to provide for exceptions to
the requirement, if the change is necesstated by emergency circumstances or the change will
result in an expangion of pharmacy hours.

The Board would agree that “the requirement is intended to protect consumers from an abrupt
reduction in pharmacy hours which could interrupt patients ability to get vita prescriptions filled
in a timely manner or deny them access to their prescription records” (DHP andysis)
However, it is a requirement imposed by the Code of Virginia as amended by Chapter 490 of
the 1998 Acts of the Assembly, not a requirement imposed by the Board as a result of the

proposed regulation.






